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l. O6urue rIoJIo)KeHIrfl .

Hacrosruee rroJroxeHr4e (aanee llonoNeHne) paspa6orauo B coorBercrBkru c

flopr4rorvr co3AaHr4r 14 AeflTeirbHocrl4 npave6Hofi KoMlIccLII4' yrBepxA€nHrtv

rrpr{Ka3oM

10,04,2025 r" N
npaue6noft KO

Mu 3ApaBOOXpaHeHI4t or
AeHr4r,r nopf,AKa co3AaHuf, 14 Aef,TenbHocTl{l80u rt

MeALIUI4HCKOI4 opfaHI,I3aIILt I4""

B ceoefi .IIef,TeJIbHocrI4 Har KoMI4 ccLrfl. pyKoBoAcrByercfl Koucrzry\ueir
p6, $e4epaJrbHbrMr4 3aKoHaMr4, yKasaM:a v pacnoptxeHl4xuu flpeguAeura P@,

rrocraHoBrreHr4flMr4 kr pacrlopflxeH:l/.flMvr llpanurenbcrBa PQ, HOpMaTLIBHbIMI4

npaBoBbrM;,l aKTaM]n QegepantHbrx opraHoB I{ciloJIHI4TeJIbHoft sracrz, 3aKoHaMH I,I

r4HbrMI4 HopMaTI,IBHIIMI4 IIpaBOBrIMH aKTaMI4 Cy6terra PO'

ftpu seo6xoAzMocrr4 B crpyKrype Bpaue6noft KoMLIccI4LI Moryr co3AaBarbct

rroAKoMr4ccr4r4 rlo pa3HbrM HarIpaBJIeHI4flM o6ecneqeHl4t Kar{ecrBa 14 6egonacHocrl4

MeAIIIIIz Hct<ofi Ae{TeJIbHocrI4.

2. (DyHrcuutl Bpaqe6noft Kovruccnn.

1. Bpaue6Haf KoMt4 ccvfl. Mo)KeT ocyqecrBJlurb cJleAyloqze Synrcquu:
1 . 1 . llpnu flTl/Ie perxeHr4r rro Boilpo caM coBepIueHcTBoB A}lr4fl. Opf aHI43aIIZLI

oKi6aHr4q MeAqrlr4Hcxofi [oMouIH nonyr{areJlf,M coIIt4uLJIbHbIX ycJlyr Ha ocHoBe

BHeApeHr4r cr{cTeMbr MeHeAXMeHra KaqecTBa B paMKax BHyTpeHHefo KoHTpoJIfl

KaqecTBa z 6 esouacHooTkt MeAr4rlr,rHcrofi Aef, T9JIbHOCTI4 ;

I .2 . fIpuuflThe p eure u zfi no B orlp o c avr upo S I,IJI aKTI{KI4, AI4 arHoc rLrKk\ JIeq eHI4 fl ,

MeAr,rurlHcKofi pea6utmrar\ur4 ilonyrrarenefi coIII4aJIbHbIX ycJlyr s Hala6onee

cJr oxrHbIX r,r tco n$n u KTH bIX gzTy a\I4rx, rp e 6yrctUI4X KSMI4 c cI,IoHHoro

paccMorpeHnfl;
1.3. OU."Ka Kaqecrra, o6ocHoBaHHocrra ra eS$eKrnBHocru leqe6no-

Ar,rarHocrt4qecKux Mepo[pr4rrruit, s roM qI4cJIe Ha3HaqeHl4fl neKapcrBeHHbIX

npenaparoB;
1 . 4 . flprau flT:zle p erxe H r4s o H a3 Haq e H]1lr4 v rIpI4MeHeHvru rreKapcrB eHHbIX



[penapaToB, MeAI4IILIHcKI,IX u34enkrirv cneIII4€uII{3r4poBaHHbrX rrpoAyKToB
neqeOHOfO nldTaHvIfl,, He BXOAflIIIt4x B COOTBeTCTByTOqVuT CTaHAapT MeALrrIr4HCKOfi
n oMo rrlr4 r4rrr4 He np eAycMorp eHHbx c o orBercrByroqe fi KJrLr Hr4qe cKofi
pe I(o M e HA alllaeir, nw6 o rI o rop ro BbIM H av M e H o BaHr4r M rrpr4 Hanvrrvr4 MeAr4 rltrH c Kut x
rIoKa3aHI,Ifi (unguvl4AyzulbHofi uenepeHocr4Mocrr4, rro )Kr43HeHHbrM rroKa3aruwxvt);
1 . 5 . lIpIaH flTvre p e tueHnq o ueo6xoAI4 Mocrt4 Ha3HaqeHr4 f, neKapcrBeHHbrx
ilpe[aparoB, He BXoAtuIIlx B nepeqeHb x(H3HeHHo seo6xoAuMbrx r4 saxHefi111ux
neKapcrBeHHbIX npeflaparoa (npz oKa3aHr4t4 MeAr4rlr4Hcrofi rroMorrlr4 B paMKax
npo rp aMMbI ro cyAap crBe HHIIX r ap aurufi 6 e cnr arHo ro o Ka3 aH?rr rp a){(A aHaM
M eAI4IIr4 H crofi norr,roruu) ;

1.6. flprauflrue perlreHl4f, o HarpaBreH:n:z coo6uleuufi n Oe4epanbHyro cnyN6y no
HaA3opy n cSepe 3ApaBooxpaHeHurfl B rleJr-rrx ocyqecrBreHr.rq MoHr4Topr4Hra
6esoracHocrl4 neKapcrBeHHbIX npenaparoB o BbrflBJreHHbrx cJryqaflx no6o.IHrx
Aeilc;rr.uir, He yKa3aHHbIX B I4HcrpyKur,rr4 no nptrMeHeHr4ro neKapcrBeHHoro
npeflapara, cepbe3Hbrx HexeJr areJrbHbrx peaxqzfi 14 HerrpeABr,rAeHHbrx
HexeJIareJIbHbIX peaxqufi npI4 npI,IMeHeHI4I,I JreKapcrBeHHbrx npelaparoB, B ToM
r{I4Ore [ocny)KUIBIUI4X OCHOBaHI4eM An-s Ha3Har{eHr4t Jrel(apcrBeHHbrx npenaparoB
B coorBererBku4 c nyHKTovr 1,4. HacrorilIero floroxeHr4fl;
I.7.npuuflrve pelxeHl4t no Borlpocy o6 orcyrcrBr,rz neo6xoALrMocrl4 nepecMorpa
pellreHlalfl cy!.a o HeAeecnoco6uocu4, orcyrcrBufl v[rn HaJruqr4-f, rroKazauuit Nts
I43MeHeHlrfl corlnanbHo-npaBoBoro craryca [oryr{arelefi coqu€LrrbHbrx ycJryr r4

npvHflTLre p e IueHI4 t o 6 orcyrc rBur4 np orlrB o n o x as aH rafi AJrfl AaJrb He fi ur ero
upe6rmautu nolyr{areJrfl corluzlnbHbrx ycJryr B ycJroB}r,{x
rrcl{xoHeBponofl4rrecKofo r4HTepHaTa;

1.8. llprznflT:ze pelxeHuIf, tlo Botlpocy ueo6xoAuMocrrr HarrpaBneHkrq nory.{arerefi
coIII4anbHbIX ycnyr na arra6ynaropHyro cyAe6no-ncr4xr4arpr4qecKyro 3Kcneprr43y
AJrr ur 3MeHeHr4q c oquanbHo-npaBoBof o cTaTyca;
1.9. PaccnaorpeHl4e o6paIrlenufi (xano6) uo BonpocaM, cBr3aHHbrM c oKa3aHr.reM
MeAta rlzHcxofi noMorqr4 noryr{arenr M coqr4 €urbHbrx ycnyr;
1.10. fIpnHflTVe perxeHn.q rro Borrpocy cHflTLrfl nonyr{areJr.rr coquilirbHbrx ycJryr c
rocyAapcrBeHHoro o6ecneueuua ;

1.1 1. tlpvrHflrvre peueHr.rfl rro Bonpocy rpyAoycrpoficrna ilonyr{areJrefi
corluaJrbHbrx ycnyr c yrreroM peKoMeHAa\uir ZIIPA;
l"I2.tlpuH{rr,re perxeHr4.rr rro Borrpocy t43MeHeHr4fl Qopuu courr€LJrbHoro
o6clyNH r aHvrfl ilonyr{arel e fi coquaJrbHbrx ycny r;
L 13. llpuHflrkre perreHn{ rlo Borlpocy BbrrBJrelr4fl nHrI, cpeAra ronyqareJrefi
coIII4 anbHbIX ycnyr, HyxAaroxlnxcq B oKa3aHrr u ilaJrrrvarneHofi rroMoulz.
r . | 4 . upuHflrtre pe rueH r,rr no aofipocy npeAocraBJreHr4 fl npaBa Ha roryr{eHr4 e
rocyAapcrseHHoft cotll4anbHofi novrorql4 B Br,rAe Ha6opa coqzulJrbHbrx ycnyr
oTAenbHbIM KaTefopr4rM fpax{AaH.
1.15. Bsazuo4eficrBl4e B pa6ore rlo BoilpocaM, orHocf,rrlltMcr K KoMrrereHurrr4
npau e6Hofi rcouucc vr4, c reppvropr.raJrbHbrMrz Qon4alan o6.s: areJrbHoro
MeAI4UHHcKoro crpaxoBaunr, OonAoM neHcr{oHHoro rr coqLraJrbHofo crpaxoBaHut
PO, reppI.IropI4a-IIbHbIMI4 opraHaMr4 <De4epanrnofi cnyN6rr uo HaA3opy n cQepe
3ApaBooxpaHeHrlt z (De4epanrsofi cnyx6u rro HaA3opy n csepe 3arrlr{rbr npaB



,
/

rrorpe6r4Tenefi z 6raronoryrrr4fl qeJroBeKa, Se4epanbHbrMn yqpexAeH uflMu
MeAl,rKo-corlt4€rJrbHofi erccneprkr3br, LrHbrMr4 opraHal,r'Lr v opraHlr3ar.lr4.sMLt.

2 . fIo p e il eHlrrc pyKoB oAr4re Jrfl op r aHn3a\uv yp aueluar' Ko Mracc 14 q Moxer
ocyuecrBJr.flrb cJreAyrcuve Qynxqun: '
2.l.Pazpa6orra 14 BHeApeHr4e Meponpuxtuir,, HanpaBJreHHbrx Ha noBbrrrreHr4e

KarrecrBa re.{e6Ho-Ar4arHocru.{ecKofi pa6oru;
2.2. OnpeAeJreHr4e rroAXoAoB r4 Bo3MolrHocrr4 rrpr4MeHeHkrr B opraHu3arJtru
coBpeMeHHbIX Mero4on upoQr4IraRTVKn, AuafHocrvrKr\ JreqeHutr, MeALrrlr,rHcxofi

pea0r4nvrar\Lrr4;

2.3. OpraHn3a\ur 14 rrpoBeAeHr4e BHyrpeHHefo KoHTpor{ Kar{ecrBau
6esou ac Hocrrr MeArz u r.r H cxofi Aerren b Hocrr4 ;

2. 4 . P azp a6orrca opraH H3aur4oHHo-M eroAr,rqecKr4 x Marepr4iuroB no pa6ore
OpfaHI43a\vV V AOBeAeHue I,IX AO CBeAeHI4fl MeAI4IILIHCKLIX paOOTHLIKOB;

2 . 5 . Opr aHvrca\prfl z nQ oprra arlr4o HHo- o 6p as o n are JrbHbrx Marepr4 an o B AJrr
MeAr,rrlr4HcKr4x pa6orHr4 Ko B.

3. K nonHoMoql4f,M Kouucczu n c$epe KaqecrBa z 6esonacHocrt4 MeAr4rlr4Hcr<ofi

AetTeJrbHocTr4 oTHocflTct :

3.1. OpraHn3a\Lrfl pa6orur no o6ecnet{eHr4ro co6rroAeHufl. npaB nolyvarelefi
coqLI€uIbHbIx ycnyr Ha 6esonacHylo MeAr4rlr4HcKyro rroMorrlb rrpn ee oKa3aHr4r4;

3 .2, P azpa6orrca HopMarzBHbrx r,r HopMaru BHo-rexHr4rrecKnx AoKyMeHroB rro
o6ecue.{enzro 6esonacHocrr4 MeAr4ur4Hcxofi rroMorrlt4: rroJroxeHrzfi, nopr4roa,
[paBr4JI, ilnropLt rM oB, pe rJraM eHToB, aKToB u wuoit AoKyMeHT ar\krLr;

3.3. OpraHr43a\r4fl BHyTpeHHVX npoBepoK r4 KoH'rpoJrr 3a BbrrroJrHeHueM

corpyAHI4KaMI4 opraHl43aqrzH rpe6osaiHuir x 6esonacHocrr4 MeAr4rlr{Hcrcofi lloMorrlt4
(uopa4r<oB t4 craHAaproB MeAI4IIZHcxofi rroMorrlr4, anropr,rrMoB, rrporoKoJroB,
IIpaBI4JI, noJlox{eHvtit, xrl.utturrecKr4x peKoMeHAaryuit,perJraMeHToB r{ Apyrr4x
H opMarrlBHbrx r4 HopMarr4BHo-TexHr4r{ ecKr4x 4oxyuenron),
4eficrayroilIvx B cQepe 3.qpaBooxpaHeHLrfl, a raK xe nprrHqrbrx B yrrpex{AeHr4r,r;

3.4. OpraHr43aIJLrfl BHyrpeHHI,IX [poBepoK H KoHTpoJrfl 3a BbrrroJrHeHr.reM

corpyAHI4KaMI4 opraHz3 aqlt n rpe6 or,auuir x o6ecue.reHlrro 6egonacu oro
o6paqeru4-fl neKapcrBeHHbrx cpeAcrB;
3.5. OpraHn3a\r4fl BHyrpeHHr4x rrpoBepoK r,r KoHTponf, 3a BbrrroJrHeHr4eM

corpyAHI,IKaMI4 opraHl43aqnn rpe6osaHrafi x o6ecle.reHuro sKcnJryarar\r4vr v
IIpI4 M eH e H V r Me Alz'IJ 14 H C KLIX uZ ye luit;
6.6. OpraHn3ar\r4fl BHyrpeHHr4x rrpoBepoK 14 KoHTpoJrr ga srrnorHeHr4eM
corpyAHI4KaMI4 rpe6onaHzfi x o6ecflerleHlrro 6esonacHoro o6parqeH]|1lfl e

MeAr4rIr4HCKr,rMZ OTXOAaMT4 ;

3.7. OpraHvrcar\krfl BHyrpeHHux uironepoK rr KoHTpoJrr 3a BbrrroJrHeHr4eM

corpyAHl,IKaMI4 rpe6onaHufr no o6ecne.renuro zuQeKrlr4oHHofi 6esonacHocrr4 z
npo$rznar<rr4Ke nnyrpra6oJrbHzqHbrx nu$er<qrafi ;

3. 8. PaccuorpeHr{e pe3yJrbraroB npoBepoK H BHeceHr4e rrpeAnox{ euuit
pyKoBoALIreJIro opfaHu3alJvrv Anfl rrpuHflTprfl Mep no npeAorBparrleHr4ro r4Jrr4

ycrpaHeHl4ro BbIf, BJIeHHbrx B xoAe KoHTpon-rr HapyrxeHrafi o6ecneqeHze
6esouacHocrkr MeAr4ur4 Hcxofi AerrenbHocrr4;
3,9. Brr.ssJIeHI4e u aHaJrv3 He coorBercrnHfi, AorryqeHHbrx MeAr.rrII4HcKr4MLr



corpyAHprKaMr4 npr4 oKa3aHur4 MeAr4rrrlHcKofi ttoMoxru B qacrn o6ecueqenrfl ee

6esonacuocrll;
3.10. paspa6orKav peanv3ar\vlfl [peAJro]I(ertuitt IIo rIoBbIIrIeHI4ro 6esonacuocrl4

MeAr4tl4Hcxofi roMoull{, KoppeKrrpy}oxll4x 14 npeAy1lpexAa}oqux [eitcrsufi;
3.I 1 . BeAeHue 14 XpaHeHI4e AoKyMeHroB IIo BonpocaM 6e3oIIacHocTI4

MeAr,ruI4HcKOii n oM o tql4 ;

3.I2. O6ecneqeHr4e B3ar4MoAeficrBr4fl rro BorlpocaM 6esonacFIocrI4 MeAnUI4HcKofr

rloMoulr4 c opfaHaMr4 focyAapcrBeHHofo KOHTpOJIfl H HaA3Opa 14 I4HbIMI4 OpfaHaMI4

z opfaHI43A\VflMr4;
3.13. Pas6op Bcex xaJro6, racaroxlr{xcfl ol(a3alll,Ifl MeAI4UHHcKoft IIOMOIIIU,

rrOcTyIltIBlII4x B OpraHH3aIIulo n ilOATOTOBKa llpeAJloxesnfi pyKOBoAI'ITeJIlo

opfaHu3a\w Lrrfl trpr4HfTvrfl. Mep no pe3ynbTaTavr pas6opa.

3. IIopnAoK co3AaHrrq r AeqrerbHocrlt npave6nofi rcoruucclru

1. BpaueSHaq KoMucclrfl co3Aa€rcr Ha ocHoBaHr4ll.. npl4Ka3a pyKoBoAl4Tenfl

opfaHu3aII[I4.
2 . Bp aueSH ar K o Mr4 cc vfl. c o cTo r4T r43 np eACe LAt e[s., 3 aM e CTI4TeJI-U np eAc e AuT e JIfl',

ceKpeTapt u I4HbIX qIeHoB KOMlIcclII4. CoCras Bparle6Hofi rOuzCcnz

yrBepx(Aaercfl pyKo BoAureJIeM Opf aH 143AWV.

3 . llpe4ceAaTeneM KoMl{ c cI4I4 Ha3 H atl aeTc t 3 aBeAyrorquft colll4anbHo-

MeAr4urlHcKr4M orAeJreHneM, B ero o6t3aHHocrl4 BXoAIIT pelxeHze BonpocoB'

oTHece HH brx K KOM reTeHUnr4 BpaLr e6uoir KoMZccl4 14.

4. B cocraB BpaqeSuofi xounccvvr BKJlloqarorcf, 3aBeAyrolqze orAeneHl{flMvl'

Bpar{r4-cneqnanr4crbr r{3 .ILIcJIapalorHnKoB opfaHn3ar\Llkr, a raKxe Bpar{I4 vr3rll40ra

M eAI,I III4 H CKuX p a6 OTH 14 KO B I4H bIX M eAI4III4 H C KIIX Opf aHLI 3 aIII4ft .

5. Opranlr3arllroHHoe o6ec[er{eHl4e Aef,TeJIbHocrI4 npa're6uofi xovucct4z

ocyuecrBrqerer MeAZrIr4HcKr4M pa6oruaroM (Aanee - ceKperapb Bpaqe6Hofi

xovr,tccn n).
6. Cercperapb Bpaqe6uofi KoMHccI4I4 ocyulecrBJlter cJIeAyloUI4e Qyuxquu :

- cocTaBJIeHrIe IIJIaHoB - rpa$rar<oB 3aceAaHzfi npaue6nofi KoMl4ccuu;

- rrOArOToBKa MaTepI4aJIOB Anfl 3aCeAAHvrfl Bparle6Hofi r<oltncCnu;

- yBeAoMneHlre rrJreHoB Bpaqe6Hofi xovutcclr-la o [are npoBeAeHnfl' 3ace4aHLrfl'

Bpaqe6Hofi xoulrcczn;
- oSopnlneHl4e nporoKonoe npaue6uofi xotunac:z^la;

- BHeceHr4e pe1I]eHnfl Bpaqe6Hofi rcovncaI1,]'1' B MeAI4II?IHcKyro AoKyMeHTauI4ro

nonyqaTelt coqnaJlbHblx ycnyf;
- BeAeHr.re xypHaJra Bpaqe6Hofi.xol,rtzccwv Ha 6yvraNnoM HocHTeJIe, B KoropoM

yKa3brBalo rafl, Aura [poBeAeH us, w QuxcIapylorcfl rIpI,IHf,TbIe pelxeHl4r Bpatle6Hofi

KOMIICCI4I4;

- opraHn3 ar\Afl xpaHeH nr Mareplr an o B Aefl reJIbH ocrl4 Bpaqe6Hofi xovrHcc Hz ;

6.3acelaHr,lfl Bpaqe6uoft KoMl4ccr4r4 npoBoArrcf, He pexe oAHoro pa3a B MecsU Ha

ocHoBaHr4rr 1;1rraHa - rpa$raxa, yrBep)KAennoro pyKoBoAI4TeJIeM opraHrr3aIII4I4;

flo pe rueru4ro npeAc eAarenfl Bp ar{e6Hofi xotr,tzccvrvr, Qor IracoBaHHoMy c



pyKoBoAr4TeJreM opfaHr,r3arlnn, MoryT IIpoBOALITbCq BHeIJIaHOBbIe 3aceAaH'js'

Bpaqe6Hofi rouucczu.
finur - rpaQur pa6oru npaue6uofi xouucczn Qopvrrapyercfl B cpoK Ao 31

4era6pr. r

7. Pelrenue npaue6Hofi xovrz ccvr4 oQopvrnrerct rIporoKoJIoM ua 6yvraxuorr't

Hocr4TeJre, rroArrl4cblsdeNaoN,I npucyrcrBoBaBIIrI4MI{ Ha 3aceA.aHr4Lr TIJI€HaMLT

npaue6nOfi xOtunccl4la, KoToprtil Co,4epXI'IT CJIeAyIouIue CBeAeHI4fl :

- [ar a npo B eAeH afl. 3aae IaHI{t Bp aqe6 Hofi KoMI4c cI{14 ;

- c rr r4 c o K qJr e H o B np au e 6 n o fi rou u c c r4ur, npr4cyrcrByro q r4x Ha 3ac e [aHr4vr

npave6nofi rcouzccuu;
- [epeqeHr o6cyN.qaBrrruxcr Ha3aaeIaHI,II4 Bpar{e6nofi KoMI4ccI4LI BorlpocoB;

- perxeHl4e epaue6noft rcouuccr4r4 vr ero o6ocnoBaHl'Ie.

8, flporoxoJrbr petrresuitt npaue6nofi tcouncclalz rloAJlexar xpaHeHr4fl s re'reHl{e 10

JIET.

10. llpeaceAareJrb npaue6nofi xorrrzcclll,I e)I(eKBapruulbHo, araKxe Iro HToraM

roAa rrpeAcraBJr-rrer pyKoBoAr,rreJllo opraHv3aIILTLI Irl4cbtuennuft orrler o

AerreJIbHocrI,I npaue6uofi rouuccvu.
I L KoHrpoJrb 3a AerreJrbHocrbro npave6uofi xotuucclll4 ocylllecrBJlfler

pyKo B OAI4TeJI b Op f aHu3arryrtr.


